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*bb« 9 3frr MfteiH bbbjbjt 

(3tra^, bBt 4 ytfdri* fciftMti, 4474 !, ftn? 7*4 
^luirtjy'i f9vm) 


(2) 3 TPPUtTf 37f44 947F7H ^ ctPf® 77 9f4 I 

(3) f494 1557? 97T WtaT. -4977 ft 9414 dl 
f444 15573 97t, ^7 t£ T9 f444 (1 ) B4 3 37f974 14747 


3Tf47J9RT 

Bf 197=741, 7 Wt, 2010 

7TT. 47T. ft. 17 (37).—sftqfV 3 t1t 9B794 774411 
fa^HIdfal, 1945 44 37t7 777T194 9779 fair 9^944 f^rqf 
44 f474ftfe4 417^9, f477 44^9 47977, SfWfq 37k 477794 
BTBTlI 3tf4f44B, 1940 ( 1940 44 23 ) 4ft 9IB 33 9 9TB 999 
VlM 44 44f4 444 |[7( 9474 44 47BT9 457# f, 471 
Rd^KI TB^ BBlf44 lift 4R 7741 64f4d4f 97 7J94T*1 TF 
9TB ^ BBan^BTT 447Tf?TB f4T4T 4TT4T i 3?k 44^TB 49 
gf44 19747 97747 f % B7447T 793474 4’ ^B BfnjBBT 4ft 
B|ct^f-r4> 4?t 4^ 4f44t ^ ycHVid 4f ftf«1 7l %fr4B 1947 
4>t 3T4f9 77444 9t4 ^ 4T4T1 T99 47*4 f=B7Bt 47 f44R 
f974T 471441; 

37T#7 47 7J?7T9, 4f4 95^ f, 77f94, 371^4, 474 4 
9TffcT47 fkfFTTBT, 7J4T41, IBS 7(9 f44PT, 7417*4 

3fl7 4f74F 4479714 49744, 477914 tS4BB BiBfBil 444, 4^ 
^4ft-l 10001 47] ^917 77474 f; 

^ 377^4f 47 7J?T19r 47, 4t T99 4TF9 14441 47t 4744 
%77l '54f44 3, SB 4447 fkfal^T 3T9f»7 4t47 4T4 ski. 

< =o r iO t i 777447 199 k 97741 I 

4T744 f44B 

(1 ) TTf^TBT 794 417474. - T4 f444t 44 474 

37t4f9 477744 7774771 (49417 744744) f44414cft, 2010 I I 

72 01/2010 


WIT, 3^7 4*71 ¥4 ^ 3ff979 T9T49B (1) 55 47979 
flHRlfed T4-144B 374: TBlfad 19741 977(47 | " 4 J 7 I” 7F9 
^ 47474 “ 414 44f 47l 3T4fa ^ ffl4’ ?K 341: 7*7lf44 1474 
Ttlfl I 

977^ 3747147, TH-jTjxfl b ^1®; 47491 l4H^ r i1(4<l 

374: 7*nIsa Rt>^ Blipi; 

“(2) T4-1444 ( 1 ) ^'TKfTB 44T4 44, 3737J41 4 
HTs^B 47 TI7> 477^ 4 t 7 417^ ^ 474 94f 47] 374fB ^ 
%4TRl f4749571x771 |” 

(4) f4B4 156 44 7741144, 1444 7 56 3, “#I 4^” 

9T4 ^ 7*7R47,‘‘414 4^’’?7^37f47*7ll44 1474 477(4 I 

(5) f494 156 ^7 471 45fB74.—444 144474# ^ 

f444 156 45^', "t7l4 4^” 4^47" 474 4^”^ 

4i47*lll44 Tltfil | 

(6) f444 157 44 7754144. —T44 fd J 7414<4t 47 f444 
157 ff, 4cf4T4 WS :- 

“ [( 147) 377^4-f77^-^474l 37t4f441T 3744 ^ 1 
4^f4 4447 44P4-44 4147 4774 ^ %7(, 3714947 9777 
771^ 47144 47 377494147419777147,14774 i4l44fl 7(4477 
4 H 4cf4T4 374777441 ^ 7744 4' 754 T -Hd^l 447^ 
Wf, 3fe 477fBB 4Tf447T7l 37^41 4 ^ 37^^77 37^747 
7774744 4774 ^ 474T71 444 26 T I 1 ? 7ll4 47? ^1 
374f4 4^ 41777 44T4-44 91771 4774] ” 
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TH faHPtff&fl SRT 3lf^s#RT feRTF ^ :— 

“[(l^F) 3T5gt faf-tTOfa Wft !WI T? RTO TTR ^ 
%T? ( cHI$TO‘R UlftRWt TOTOjxfT TO i: TOiTORJTOR TOTOTTTTO 
I TOR U'H 25-TO TO TOTT^fTOTO TOTOITO TOTOH TOTOTOT H'4l«=F>< , J| 
TOTOTO ^ W? ft THTO 26 ^-1 TO TOWT WTrH TOSft 
tototto-toto totTO totoTOi] ” 

(7) TOT 13 TO> W TOymR.-~TOTOTO faqmdW! <£ 
to 13 ^ 4, tort tow 7 toR tototo TOrofroro yfafcdTOl ^ 
tostot^, frorfHPdci afcr: wrfMT %TO torth, toto?t :- 

TOTOteTOffiilTO TO?f TO? TO 390 =M TO^-ffed TO*JTOT HH^d 
<f>K ,J H TO TOWfTO TTcf WTOTO TOIHlf TOfTOfTOTOTO, 1940 TOTO ?TO^ 
TOaTOTO totoi^ of ftwsr# TO totoi Tfr^nfro jp'=idi torre ^ 

TO'JTO'TO t/'i'^ll HI'I'h TO> TOFpTO Trft TO I 

(8) TOTOTO 156 TO? ^TO?TOTOTO .—TOTOTO fTOTOTOIHTOlt "TO 
TO 26^-1 tV'TO'toTOtoTO 31TOfTO M YK^ WTOTOT/TOTTOTOTO 
TO?t mfo 3TR 3TTO?t fa^fa TO37TO ( 4T7E t T ) f^r^oK 

faRro al^TOi TO.— ”'tto hP^hPrt 

fro><! '5im , i i 

TTOT. To TO?-11020/04/2009-TOtattt (3TRJTO) ] 

TOT. TOH4, H^TOri TOfTOTO 

TOE? f^tqtJT :_1JTO fTOTOTO TORTO ^ TOTOTOTO TO -irfTOTJTOTOT TO 
W 28-10/45-RTO (I), TORR3 21 ^TOTO, 
1945 ITT T+lfVH faro W, TO TOR TOffTOTO 
TOTTtTOl, TO.TOT.TOTI.fTO. 917 (TO) TOTTOTOI 
22-12-2009 SRI fTOTTOT TOTOT TOTOT I 

MINISTRY OF HEALTH AND FAMILY WELFARE 

(Department of Ayurveda, Yoga and Naturopathy, Unani, 
Siddha and Homoeopathy) 

NOTIFICATION 

New Delhi, the 7th January, 2010 

G. S. R. 17(E).—The following draft of certain rules 
further to amend the Drugs and Cosmetics Rules, 1945, 
which the Central Government proposes to make, in exercise 
of the powers conferred by Section 33-N of the Drugs and 
Cosmetics Act, 1940 (23 of 1940), is hereby published as 
required by the said section for the information of all 
persons likely to be affected thereby, and notice is hereby 
given that the said draft rules will be taken into consideration 
after the expiry of a period of forty five days from the date 
on which copies of the Official Gazette in which this 
notification is published, are made available to the public; 

Objection or suggestion, if any, may be addressed 
to the Secretary, Department of Ayurveda, Yoga and 
Naturopathy, Unani, Siddha and Homoeopathy, Ministry' 


| Part 11 SEC.3(i)| 


of Health and Family Welfare, Indian Red Cross Society 
Building, New Delhi-110001; 

Any objection or suggestion, which may be received 
from any person with respect to the said draft rules within 
the period specified above, will be taken into consideration 
by the Central Government. 

DRAFT RULES 

( 1 ) Short title and Commencement. —These rules 
may be called the Drugs and Cosmetics (1 st Amendment) 
Rules, 2010. 

(2) They shall come into force on the date of their 
final publication in the Official Gazette. 

(3) Amendment of Rule 155 B. —The Rule 155 Bof 
the said rules, shall be numbered as sub-rule (1) thereof, 
and after sub-rule (1) as so numbered, the following 
sub-rule shall be inserted, after the word '‘issued’', the words 
“for a period of five years” shall be inserted. 

Further, after the word Schedule T, the following 
shall be inserted; 

“(2) The certificate referred to in sub-rule (1) shall be 
issued for a period of five years from the date of 
issuance of T licence/’ 

(4) Amendment of Rule 156. In Rule 156, for the 
words “three years” the w'ords “five years” shall be 
submitted. 

(5) Amendment of Rule 156 A. —In Rule 156 Aof 

the said rules, for the words, “three years” “five years” 
shall be substituted. 

(6) Amendment of Rule 157. In Rule 157 of the 
said rules, the existing clause 

“[(1A) For getting a certificate of Good 
Manufacturing Practices of Ayurveda Siddha-Unani ‘ 
drugs, the applicant shall make an application on a 
plain paper, providing the information on existing 
infrastructure of the manufacturing unit, and the 
licensing authority shall after verification of the 
requirements as per Schedule T, issue the certificate 
within a period of three months in Form 26 E-lj” 

shall be substituted with the following : 

“[(1A) For issuing of the certificate of Good 
Manufacturing Practices, the Licensing Authority 
shall verify the requirements as per Schedule T and 
issue the Good Manufacturing Practices certificate 
in Form 26 E-I, simultaneously along with grant or 
renew al of Licence in Form 25-D.J" 

(7) Amendment of Form 13 A. — In the Form 13 Aof 
the said rules, after serial number 7 and entries relating 
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thereto, the following shall be inserted, namely,— 

, In the opinion of the undersigned the sample referred 
to above is of standard /is not standard quality as defined 
in the Drugs and Cosmetics Act, 1940 and'rules made 
thereunder for the reasons given below :_ 

(8) AmendmentofForm26E-l,— InFomi26E-l of 

the said rules, for the words “period of two years”, the 
words “period of five years and the Good Manufacturing 


Practices (GMP) is valid for the various dosage forms or 
Rasaushadhis, as follows ” shall be substituted. 

[ F. No. K. 11020/04/2009-DCC (AYUSH)] 
B. ANAND, Jt Secy, 
Foot Note: The Principal rules were published in Official 
Gazette vide Notification No. F. 28-10/45-H(I), 
dated 21-12-1945 and the last amended vide 
No. G.S.R. 917(E), dated 22-12-2009. 


Printed by the of India Press, R,„g Road, Mayapuri, New Delhi-110064 

and Published by the Controller of Publications, Delhi-110054. 





























































































